
From: B scoe  Melanie on behalf of Herr ck  Jacquelyn
To: Dutch  Veron ca; Shu er  Jamey; Brit on  Cathryn; Biscoe  Me anie; Fletcher  Rachel; Mi ler  Dav d; Niman  Aaron; Recore  Shanna; Rossme sl  Co leen; Breeden-Alemi  Julie; Backus  Byron; Andrews  Elizabeth; Saunders  Jenn fer; Le fer  Ke ry; Hosp tal  Jocelyn; Wal s  Cassi; Spatz  Dana; VanAlst ne  Julie; Hart  E len; Hugun n  Ke ly; Clarke  Angela; Echeverria  Mar et a; Matuszko  Jan; Vogel

Dana; Aubee  Catherine; Reaves  El ssa; Di Salvo  Paul; Colby  Deanna
Cc: Suarez  Mark; Waterworth  Rebeccah; Hawkins  Ca eb; Kaul  Mon sha; Johnson  Mar on; Ma lampalli  Nikhil
Subject: FW: Welcoming FDA - Seresto Rev ew
Start: Thursday  September 16  2021 1:00:00 PM
End: Thursday  September 16  2021 2:00:00 PM
Location: Microso t Teams Meet ng
Attachments: E anco- Seresto 6a2 letter signed df

--- -Original Appo n ment-----
From  Her ick  Jacquelyn <Her ick.Jacquelyn@epa.go  <mailto Herrick.Jacquelyn@epa go > > 
Sent  Wednesday  Sep ember 1  2021 9 7 AM
To  Herr ck  Jacquelyn  Shuler  Jamey  Br tton  Cathryn  Biscoe  Melanie  Fle cher  Rachel  M ller  Da id  Niman  Aaron  Recore  Shanna  Rossmeisl  Co leen  B eeden-Alemi  Jul e  Backus  Byron  Andrews  Elizabe h  Saunders  Jennifer  Le fer  Kerry  Hospi al  Jocelyn  Walls  Cassi  Spatz  Dana  VanAlstine  Julie  Hart  E len  Hugun n  Kelly  Clarke  Angela  Eche er ia  Mar etta  Ma uszko  Jan  Vogel  Dana  Aubee  Cather ne  Rea es  Elissa  Di Sal o
Paul  Colby  Deanna
Cc  Suarez  Ma k  Waterworth  Rebeccah  Hawkins  Caleb  Kaul  Mon sha  Johnson  Mar on  Ma lampalli  N kh l
Subject  Welcoming FDA - Seres o Re iew
When  Thursday  September 16  2021 1 00 PM 2 00 PM (UTC-05 00) Eastern Time (US & Canada).
Where  Microsoft Teams Meeting

9/9 Update  Add the agenda and attach he enhanced 6a2 le ter EPA sent o Elanco. 

AGENDA

Meeting Goal  Introduce FDA to EPA re iew of Seres o  discuss FDA’s role and beg n to organ ze the collaborati e e iew.

1. Welcome and introductions  ncluding ndi idual a eas of exper ise (Jamey  Jack e  Co leen)
2. Background on Seresto Jackie)

 a. Br ef his ory
 b. Inciden s & 2021 news art cles
 c. CBD Peti ion (Rachel)

3. Purpose of the re iew Scope (Jackie)

 a. Goal of the re iew
 b. Data hat were requested (6a2 le ter)
 c. O er iew of da a that were submitted by Elanco (Colleen/Aa on)

. Recent analyses and current status of EPA re iew (Colleen/Aaron/James)
5. General o era l approach mo ing forward (Colleen)

 a. FDA’s ant cipated role – di cussion (a l - FDA/EPA)

6. Next steps (Colleen  Jackie)

 a. Recurring meet ngs with technical team 
 b. Recurring full team mee ings 

__________________________

Hi all

This wi l be our first meeting wi h our FDA colleagues. I hope we can welcome (& thank) them  gi e an o er iew of the re iew  and start d scuss on on what spec fic areas of the re iew we most need heir help. 

BEAD  we’ll keep you looped in  but feel free to skip for now! 

Let me know if you ha e any ques ions ahead of this meet ng.

Jackie 

________________________________________________________________________________ 

Microsoft Teams meet ng 

Join on your computer or mob le app 

Click here to o n the meet ng <https /gcc02.safelinks pro ection.ou look com ap t-5958 e83/?url=https%3A%2F%2Fteams.microsoft com%2Fl%2Fmeetup-join%2F19%253ameeting Nzh MWY0ZWI NGNmYS00MjQ3LWJmMmMtNTM1YWYxYjZ N2Ix%25 0 h ead. 2%2F0%3Fcontex %3D%257b%2522Tid%2522%253a%252288b378b3-67 8- 867-acf9-76aacbeca6a7%2522%252c%2522Oid%2522%253a%2522110b022d- 665- bb1-a303-
06 560a50cd2%2522%257d&data=0 %7C01%7CBiscoe.Melanie% 0epa.go %7Cd6 8deac0692 c 9efd708d973f 600f%7C88b378b367 8 867acf976aacbeca6a7%7C0%7C0%7C637668315870812592%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC wLjAwMDA LCJQIjoiV2luMzIiLCJBTiI6Ik1haWw LCJXVCI6Mn0%3D%7C1000&sdata= FkRI j8Q5CObykOY%2B RYLOlEpBd0CPoLrX V2bjHko%3D&reser ed=0>  

Or ca l n (aud o only) 

Find a local number <https / gcc02.safel nks pro ec ion ou look.com/?url=https%3A%2F%2Fd alin. eams microsoft.com%2F556a b78- afd- fe6-b721-
1d903e8cdaa6%3Fid%3D1062766 5&data=0 %7C01%7CBiscoe.Melanie% 0epa.go %7Cd6 8deac0692 c 9efd708d973f 600f%7C88b378b367 8 867acf976aacbeca6a7%7C0%7C0%7C637668315870832509%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC wLjAwMDA LCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=T uMoWOoEcEqZPu9owmAuaO hRK%2B0BFytkBrJU8zw E%3D&reser ed=0>  | Reset PIN
<h tps / myse tings.lync.com/pstnconferencing>  

By par icipating in EPA hosted irtual meetings and e ents  you are consent ng o abide by the agency's terms of use. In addi ion  you acknowledge that content you post may be collected and used in suppo t of FOIA and eDisco e y ac i it es. 

Learn More <https /gcc02.safelinks pro ection.ou look com ?
url=https%3A%2F%2Faka.ms%2FJoinTeamsMeet ng&data=0 %7C01%7CBiscoe.Melanie% 0epa.go %7Cd6 8deac0692 c 9efd708d973f 600f%7C88b378b367 8 867acf976aacbeca6a7%7C0%7C0%7C637668315870852 2 %7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC wL AwMDA LCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sda a=GZzO ZgRWKiLhUIO23MQcDfIsF3x%2BWmTX A3GrcA CE%3D& eser ed=0> 
| Mee ing op ions <ht ps //gcc02 safelinks.protect on.outlook.com/?url=h tps%3A%2F%2Fteams microsoft.com%2Fmeet ngOpt ons%2F%3ForganizerId%3D110b022d- 665- bb1-a303-06f560a50cd2%26tenan Id%3D88b378b3-67 8- 867-ac 9 76aacbeca6a7%26threadId%3D19_mee ing_NzhiMWY0ZWItNGNmYS00MjQ3LWJmMmMtNTM1YWYxYjZjN2Ix% 0 hread. 2%26messageId%3D0%26language%3Den-
US&da a=0 %7C01%7CB scoe Melan e% 0epa go %7Cd6 8deac0692 c 9efd708d973f 600 %7C88b378b367 8 867acf976aacbeca6a7%7C0%7C0%7C637668315870882293%7CUnknown%7CTWFpbGZsb3d8eyJWIjo MC wLjAwMDAiLCJQI oiV2luMzI LCJBT I6Ik1haWwiLCJXVC 6Mn0%3D%7C1000&sdata=rNNa %2FqGsBeAkMsPH CiB5WUGqD5SjNtthZ0Emh03qo%3D&reser ed=0>  

________________________________________________________________________________ 
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                          UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
                                                             WASHINGTON, DC  20460 
 

 
 

 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

April 27, 2021 
Jennifer Schofield, DVM 
Elanco Animal Health 
12707 Shawnee Mission Pkwy 
Shawnee, KS 66216, USA 
 
Subject: Information Concerning Seresto Collars That Must Be Reported Pursuant to FIFRA 
section 6(a)(2) 
 
 
Dear Dr. Schofield: 
 
As discussed during the virtual meeting on 3/23/21, the Environmental Protection Agency (EPA 
or the Agency) is concerned about the numerous reports of adverse incidents the Agency has 
received related to the use of Seresto collars (EPA Registration Number 11556-155). As a 
registrant of pesticide products registered under the Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA), you are required to notify EPA pursuant to FIFRA section 6(a)(2) of 
any "additional factual information regarding unreasonable adverse effects on the environment." 
 
EPA’s implementing regulations at 40 CFR Part 159 identify the types of information that 
registrants must submit to the Agency pursuant to FIFRA section 6(a)(2).  Under 40 CFR § 
159.195(a), registrants are required to submit information that “the registrant knows, or 
reasonably should know, that if the information should prove to be correct, EPA might regard the 
information alone or in conjunction with other information about the pesticide as raising 
concerns about the continued registration of a pesticide or about the appropriate terms and 
conditions of registration of a product.” Under 40 CFR § 159.195(c),  the same types of 
information must be submitted if “the registrant has been informed by EPA that such additional 
information has the potential to raise questions about the continued registration of a product or 
about the appropriate terms and conditions of registration of a product.”  By this letter, the 
Agency is reminding you of your general obligations under 40 CFR 159.195(a), and is informing 
you of certain specific types of information that it considers reportable under 40 CFR 159.195(c).   
 
If Elanco, any subsidiary of the company, or any consultant, attorney, or agent who acquired 
such information while acting as a consultant, attorney, or agent for Elanco has any information 
relating to Seresto collars that falls into the categories identified below, such information must be 
made available to the Agency within 30 days of the date of this letter. You must respond in 
writing within 10 days from the date of this letter and describe the information you intend to 
submit in response to this letter.  To the extent the specific information listed in this letter 
overlaps with information specified in 40 CFR §§ 159.165 through 159.188, the deadline for 
submitting the information is either 30 days from the date of this letter or the applicable standard 
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deadline in 40 CFR 159.155, whichever is sooner.1  Please note that we are not asking attorneys 
to provide any opinions or conclusions rendered as the professional legal judgment of an 
attorney, as defined in the Model Code, as part of this letter.  However, any factual information 
in the possession of attorneys that attorneys acquired while working for Elanco that falls into the 
categories identified below, including any applicable expert opinions of non-attorneys, must be 
submitted pursuant to this letter.   
 
At this time, any of the information listed below, in the possession of Elanco or any of its 
consultants, attorneys, or agents, must be reported to EPA under section 6(a)(2).  Any 
information or studies that falls into the categories below that has previously been submitted to 
EPA’s Office of Pesticide Programs is excluded and need not be provided to the Agency again in 
response to this letter.  We request that you include a document index with your submission. 
 

1) Any information concerning the annual incident rate (e.g., incidents per million units 
sold) for Seresto collars stratified by clinical severity including, if available, by collar 
size/type (e.g., cat, small dog, large dog).  Provide any supporting data, and criteria used 
to develop this response, in addition to any calculations (e.g., Reporting Odds Ratios 
(ROR) or Incident Rate Ratios (IRR)) that Elanco may have performed to address this 
question.  
 

2) Any information concerning the adverse reactions/advisories that are listed on the Seresto 
collars labels in the European Union and their prevalence, including any supporting data 
that was reviewed by EU regulatory authorities to determine that these adverse reaction 
could happen and are rare/very rare cases (based on frequency of adverse reactions per 
10,000 collars sold).   
 

3) Any information concerning your global pharmacovigilance program for Seresto collars 
and other veterinary medical products, including a summary of any specific 
pharmacovigilance activities that have been performed by Elanco on suspected adverse 
reactions in the U.S. and other major global markets. The summary must include 
information on reported adverse reactions to Seresto collars, analysis of the incident rate 
of more serious adverse reactions, and investigation of specific clinical signs that have 
been identified as potential safety signals of concern by global regulatory authorities. 
Additionally, should include existing comparative analysis of Seresto collars and related 
pet products that marketed by Elanco and part of its global pharmacovigilance program. 
 

4) All available sales data and detailed/enhanced incident data for Seresto collars. Please 
provide the incident information, in electronic format, using the EPA’s spot-on reporting 
templates (https://www.epa.gov/pesticides/use-standardized-templates-report-pet-spot-
incidents-conclusion-pilot-and-implementation).   
 

 
1  Pursuant to 40 CFR § 159.155(c), “EPA may, in its discretion, notify a registrant in writing of a different reporting 
period that will apply to specific types of reportable information . . . . Such notification supersedes otherwise 
applicable reporting requirements set forth in [Part 159].” 
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5) All available pre-market data for Seresto collars that has not previously been submitted 
(e.g., FDA requirement Guideline No: 85 (VICH GL9)).  
 

6) All information concerning incident analyses, including supporting data/incident reports, 
that has been previously shared with PMRA or other regulatory bodies. 
 

7) All information concerning the underlying data supporting your own analyses of the 
incidents, including those analyses on neurological effects.  
 

8) Any reports and supporting information, including incident and market data, to support 
the following assertions made by Elanco and its representatives during the March 23, 
2021 meeting, convened between Elanco and EPA convened to discuss Elanco’s review 
of the safety profile of Seresto collars: 

a. From 2013-2020, the overall annual rate of reported incidents has decreased while 
the number of Seresto collars distributed in the U.S. has increased  

b. Based on causality assessment of pet deaths reported during 2013-2020, there is 
no established link between death and exposure to the active ingredients in 
Seresto collars.  

c. The incident rate of reported neurological signs in pets is “very rare” and may 
reflect the background prevalence of seizures/convulsions in pets.  
 

 
Moreover, the requirements to report information to the Agency pursuant to section 6(a)(2) 
continue as long as the product is registered. Any information that falls into the categories 
identified above, that Elanco, any subsidiary, or any consultants, attorneys, or agents thereof, 
receives subsequent to the receipt of this letter, must be made available to the Agency.    
 
In addition, when assessing the reported incidents, EPA intends to compare the rates of incidents 
for comparable products.  To assist that comparison EPA requests you provide incident rates for 
your other pet products, including the Advantage II and K9 Advantix product lines. 
 
If you have any questions about this letter, or whether particular pieces of information fall within 
the scope of the letter, please feel free to call Dr. Jennifer Saunders at (703) 347-0156. 
 
     Sincerely, 
 
 
 
 
     Marietta Echeverria, Acting Division Director 
     Registration Division 

Office of Pesticide Programs 
United States Environmental Protection Agency  

     
 




